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21 CFR Ch. I (4–1–12 Edition) § 1005.10 

Subpart B—Inspection and Testing 

§ 1005.10 Notice of sampling. 

When a sample of a product to be of-
fered for importation has been re-
quested by the Secretary, the District 
Director of Customs having jurisdic-
tion over the shipment shall, upon the 
arrival of the shipment, procure the 
sample and shall give to its owner or 
consignee prompt notice of the deliv-
ery or of the intention to deliver such 
sample to the Secretary. If the notice 
so requires, the owner or consignee will 
hold the shipment of which the sample 
is typical and not release such ship-
ment until he receives notice of the re-
sults of the tests of the sample from 
the Secretary, stating that the product 
is in compliance with the requirements 
of the Act. The District Director of 
Customs will be given the results of the 
tests. If the Secretary notifies the Dis-
trict Director of Customs that the 
product does not meet the require-
ments of the Act, the District Director 
of Customs shall require the expor-
tation or destruction of the shipment 
in accordance with customs laws. 

§ 1005.11 Payment for samples. 

The Department of Health and 
Human Services will pay for all import 
samples of electronic products ren-
dered unsalable as a result of testing, 
or will pay the reasonable costs of re-
packaging such samples for sale, if the 
samples are found to be in compliance 
with the requirements of Subchapter 
C—Electronic Product Radiation Con-
trol of the Federal Food, Drug, and 
Cosmetic Act (formerly the Radiation 
Control for Health and Safety Act of 
1968). Billing for reimbursement shall 
be made by the owner or consignee to 
the Center for Devices and Radio-
logical Health, 5600 Fishers Lane, 
Rockville, MD 20857. Payment for sam-
ples will not be made if the sample is 
found to be in violation of the Act, 
even though subsequently brought into 
compliance pursuant to terms specified 
in a notice of permission issued under 
§ 1005.22. 

[73 FR 34860, June 19, 2008] 

Subpart C—Bonding and 
Compliance Procedures 

§ 1005.20 Hearing. 

(a) If, from an examination of the 
sample or otherwise, it appears that 
the product may be subject to a refusal 
of admission, the Secretary shall give 
the owner or consignee a written no-
tice to that effect, stating the reasons 
therefor. The notice shall specify a 
place and a period of time during which 
the owner or consignee shall have an 
opportunity to introduce testimony 
unless the owner or consignee indicates 
his intention to bring the product into 
compliance. Upon timely request, such 
time and place may be changed. Such 
testimony shall be confined to matters 
relevant to the admissibility of the ar-
ticle and may be introduced orally or 
in writing. 

(b) If the owner or consignee submits 
or indicates his intention to submit an 
application for permission to perform 
such action as is necessary to bring the 
product into compliance with the Act, 
such application shall include the in-
formation required by § 1005.21. 

(c) If the application is not submitted 
at or prior to the hearing, the Sec-
retary may allow a reasonable time for 
filing such application. 

§ 1005.21 Application for permission to 
bring product into compliance. 

Application for permission to per-
form such action as is necessary to 
bring the product into compliance with 
the Act may be filed only by the owner, 
consignee, or manufacturer and, in ad-
dition to any other information which 
the Secretary may reasonably require, 
shall: 

(a) Contain a detailed proposal for 
bringing the product into compliance 
with the Act; 

(b) Specify the time and place where 
such operations will be effected and the 
approximate time for their completion; 
and 

(c) Identify the bond required to be 
filed pursuant to § 1005.23. 

§ 1005.22 Granting permission to bring 
product into compliance. 

(a) When permission contemplated by 
§ 1005.21 is granted, the Secretary shall 
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